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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will; by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)M Responsive to communication(s) filed on 11 January 2005 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 150-155.157.159.161-176,178-185.189 and 191-206 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 150-155.157. 159. 161-176. 178-185. 189. 191-206 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

!□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's response filed on 01/1 1/05 has been acknowledged. 

Claims 1-149, 156, 158, 160, 177, 186-1 88 and 190 are canceled. 

Claims 150-155,157, 159, 161-176, 178-185, 189, 191-206 are pending and are 

examined in this office action. 

Applicants are required to follow Amendment Practice under revised 37 CFR 
§1.121. The fax phone numbers for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 
The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 150-155,157, 159, 161-176, 178-185, 189, 191-206 rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement 
(new matter). The claim(s) contains subject matter, which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Claim 150 and 176 recites a newly claimed limitation "a reporter gene 
endogenous to chromosome of a recombinant cell". The instant specification does not 
disclose a recombinant cell as claimed wherein the reporter gene is endogenous to 
chromosome of said cell. At best the specification discloses that "reporter gene" refers 
to a region of a nucleic acid molecule such as DNA that encodes a protein that is readily 
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detected by an assay. This region can replace the normal coding region of a gene. For 
example, the luciferase gene encodes the luciferase protein that can produce 
luminescent products can be detected by a luminometer. The LacZ gene encodes the 
beta-galactosidase protein that can convert certain substrates to colored forms that can 
be detected colormetrically or fluori metrically in the presence of an appropriate 
enzymatic substrate. Chloramphenical acetyl transferase (CAT) is an enzyme that 
metabolizes chloramphenicol and results of this reaction can be visualized by a 
radiometic TLC assay (Spec, page 15 lines 13-19). 

As MPEP 2163.06 notes " If new matter is added to the claims, the examiner 
should reject the claims under 35 U.S.C. 112, first paragraph - written description 
requirement. In re Rasmussen, 650 F.2d 1212, 211 USPQ 323 (CCPA 1981)." So 
claims 150 and 176 are apparently new matter. No pages or place in the specification 
was cited to support this amendment. A careful review by the examiner of the 
specification failed to identify any support for this new limitation. Since no basis has 
been found to support the new claim limitation in the specification, the claims are 
rejected as incorporating new matter. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 

claiming the subject matter which the applicant regards as his invention. 

Claims 150-155,157, 159, 161-176, 178-185, 189, 191-206 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 150 and 176 are indefinite because claims recite a recombinant cell 
comprising a reporter gene endogenous to the chromosome of the cell. 

Where applicant acts as his or her own lexicographer to specifically define a term 
of a claim contrary to its ordinary meaning, the written description must clearly redefine 
the claim term and set forth the uncommon definition so as to put one reasonably skilled 
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in the art on notice that the applicant intended to so redefine that claim term. Process 
Control Corp. v. HydReclaim Corp., 190 F.3d 1350, 1357, 52 USPQ2d 1029, 1033 (Fed. 
Cir. 1999). The term "recombinant cell comprising a reporter gene" in claims 150 and 
176 is used by the claim to mean "a recombinant cell comprising a reporter gene 
endogenous to the chromosome of the cell", while the accepted meaning is "a 
recombinant cell comprising a reporter gene (exogenous) introduced via genetic 
modification into the chromosomes of recombinant cell". The term is indefinite because 
the specification does not clearly redefine the term. 

At best the specification discloses that "reporter gene" refers to a region of a 
nucleic acid molecule such as DNA that encodes a protein that is readily detected by an 
assay. This region can replace the normal coding region of a gene. For example, the 
luciferase gene encodes the luciferase protein that can produce luminescent products 
can be detected by a luminometer. The LacZ gene encodes the beta-galactosidase 
protein that can convert certain substrates to colored forms that can be detected 
colormetrically or fluorimetrically in the presence of an appropriate enzymatic substrate. 
Chloramphenical acetyl transferase (CAT) is an enzyme that metabolizes 
chloramphenicol and results of this reaction can be visualized by a radiometic TLC 
assay (Spec, page 15 lines 13-19). Thus considering the definition of reporter gene 
incorporation of claim limitation "a reporter gene endogenous to the chromosome of a 
recombinant cell" renders the scope of instant claims indefinite. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sumesh Kaushal Ph.D. whose telephone number is 
571-272-0769. The examiner can normally be reached on Mon-Fri. from 9AM-5PM. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Yucel Irem Ph.D. can be reached on 571-272-0781. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact 
the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to 571-272-0547. For all other customer support, please 
call the USPTO Call Center (UCC) at 800-786-9199. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300 . 

Sumesh Kaushal 
Examiner GAU 1636 
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